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DETAILED ACTION 

1 ) Claims 20 to 25, 27, 29 and 30 are pending in the instant application. 

2) Any objection or rejection of record that is not expressly repeated in this 
action has been overcome by Applicant's response and withdrawn. 

3) The text of those sections of Title 35, U.S. Code not included in this action 
can be found in a prior Office action. 

Continued Examination Under 37 CFR 1.114 

4) A request for continued examination under 37 CFR 1.114, including the 
fee set forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since 
this application is eligible for continued examination under 37 CFR 1.114, and the fee 
set forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office 
action has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
05 October of 2007 has been entered. 

Claim Rejections - 35 USC § 101 

5) Claims 20 to 25, 27, 29 and 30 stand rejected under 35 U.S.C. § 1 01 
because they are drawn to an invention with no apparent or disclosed specific and 
substantial credible utility for those reasons of record in section 3 of the office action 
mailed 14 October of 2005. As stated therein, the instant claims are drawn to an 
isolated "PF4AR" protein that lacks a specific and substantial utility in currently available 
form because the instant application does not disclose a specific biological role for this 
protein or its significance to a particular disease, disorder of physiological process which 
one would wish to manipulate for a desired clinical effect. 
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In the response filed 05 October of 2007, Applicant has traversed this rejection 
on the premise that a PF4AR protein of the instant invention has a specific and 
substantial utility as a marker of inflammation. Applicant has provided a declaration 
under 37 C.F.R. 1.132 by James Lee, one of the inventors of the claimed polypeptide, 
which relies upon the publications of Sabroe et al. (Eur. Respir. J. 19:350-355, 2002) 
and Luster et al. (Nature Immunol., 6 (12):1 182-1 190, 2005) to show that a protein of 
the instant invention can be employed as a leukocyte marker. 

Applicant is entitled to rely upon subsequent publications to confirm a credible 

utility that is specifically asserted in the specification as filed. However, nowhere in the 

instant specification is there an assertion that PF4AR is a leukocyte marker. In fact, 

there is no suggestion that PF4AR is even expressed in leukocytes. The only reference 

to a leukocyte that is contained in the specification is on page 14 therein, which states: 

"As used herein, the term "inflammatory disorders" refers to pathological states resulting in 
inflammation, typically caused by neutrophil chemotaxis. Examples of such disorders include 
T cell inflammatory responses such as inflammatory skin diseases including psoriasis; 
responses associated with inflammatory bowel disease (such as Crohn's disease and 
ulcerative colitis); adult respiratory distress syndrome; dermatitis; meningitis; encephalitis; 
uveitis; autoimmune diseases such as rheumatoid arthritis and Sjorgen's syndrome, diseases 
involving leukocyte diapedesis; CNS inflammatory disorder, multiple ischemia reperfusion 
injury, traumatic shock, hypovolemic shock, organ injury syndrome secondary to septicaemia 
or trauma; alcoholic hepatitis; antigen-antibody complex mediated diseases; inflammations of 
the lung, including pleurisy, alveolitis, vasculitis, pneumonia, chronic bronchitis, 
bronchiectasis, and cystic fibrosis; etc. The preferred indications are inflammatory bowel 
disease such as ulcerative colitis or a chronic lung inflammation. 
It is a matter of law that an invention must have a specific and substantial utility "in 

currently available form", which precludes the need for further research, if that research 
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is needed to establish or reasonably confirm a utility for the claimed invention {Brenner 
V. Manson, 148 U.SP.Q. 689 (Sus. Ct, 1966)),. Applicant can not rely upon 
subsequent discoveries by themselves or others to complete the claimed invention. 

Further, even if the instant specification had asserted that PF4AR was useful as 
a leukocyte marker, this would not have constituted an assertion of a specific and 
substantial utility. All human proteins can invariably be classified into two categories, 
those which are expressed in a tissue or developmentally specific manner and those 
which are expressed ubiquitously. It can be alleged that any protein that is expressed in 
a tissue or cell specific manner can be employed to detect the tissue or cell type in 
which it is expressed in a sample. Alternately, a human protein that is expressed 
ubiquitously can be employed to detect the presence of any human tissue in a sample. 
Such utilities are analogous to the assertion that a particular protein can be employed 
as a molecular weight marker, which is neither a specific or substantial utility. 

One could just as readily argue that any purified compound having a known 
structure could be employed as an analytical standard in such processes as nuclear 
magnetic resonance (NMR), infrared spectroscopy (IR), and mass spectroscopy as well 
as in polyacrylamide gel electrophoresis (PAGE), high performance liquid 
chromatography (HPLC) and gas chromatography. None of these processes could be 
practiced without either calibration standards having known molecular structures or, at 
least, a range of molecular weight markers having known molecular weights. One could 
further extrapolate upon this premise by asserting that any item having a fixed 
measurable parameter can be employed to calibrate any machine or process which 
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measures that parameter. For example, any item having a constant mass within an 
acceptable range can be employed to calibrate a produce scale in a grocery store. The 
calibration of produce scales is certainly an important function since most states require 
produce scales to be calibrated and certified. Therefore, to accept Applicant's 
arguments that any nucleic acid encoding any protein of human origin is useful as a 
marker would be comparable to conceding that any object of fixed mass has prima facie 
utility as a weight standard, irrespective of any other properties possessed by that 
object. It was just such applications that the court appeared to be referring to when it 
expressed the opinion that all chemical compounds are "useful" to the chemical arts 
when this term is given its broadest interpretation {Brenner v. Manson, 148 U.S.P.Q. 
689 (Sus. Ct, 1966)). Because the steroid compound which was the subject of that 
decision had a known structure and molecular weight it could have readily been 
employed as a molecular standard at that time. Further, because that compound was a 
hydrocarbon it certainly could have been employed in the well known process of 
combustion for purposes of lighting and/ or the generation of heat. The generation of 
heat by combustion of hydrocarbons certainly was and remains an important process. 
Irrespective of such obvious utilities, the court still held that the compound produced by 
the process at issue in Brenner v. Manson did not have a specific and substantial utility. 

To grant Applicant a patent encompassing an isolated form of a naturally 
occurring human protein of as yet undetermined biological significance would be to 
grant Applicant a monopoly "the metes and bounds" of which "are not capable of 
precise delineation". That monopoly "may engross a vast, unknown, and perhaps 
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unknowable area" and "confer power to block off whole areas of scientific development, 
without compensating benefit to the public" (Brenner v, Manson, Ibid). To grant 
Applicant a patent on the claimed polypeptide based solely upon an assertion that it can 
be employed as a tissue marker is clearly prohibited by this judicial precedent since the 
compensation to the public is not commensurate with the monopoly granted and would 
be no different than granting a patent on the process disputed in Brenner v. Manson on 
the premise that the steroid produced thereby was useful as an analytical standard or 
as a combustible fuel source. 

The declaration by James Lee further relies upon the Shadidi (Biodrugs 183(3): 
181-187, 2004) and Schmutz et al. (Arthritis Res. Ther. 7:R217-R229, 2005) 
publications to show that a PF4AR protein of the instant invention has been specifically 
identified as the key receptor on B-cells for the development of follicles and lymphoid 
structures in the synovium, which is predictive of a more severe clinical arthritis, and 
that PF4AR is significantly upregulated in synovial tissue isolated from rheumatoid 
arthritis patients. Applicant can not properly rely upon these subsequent discoveries to 
establish a specific and substantial utility for the claimed polypeptide as an inflammatory 
marker because none of the critical information provided by those publications was 
present in the instant application as filed. As noted by Applicant, the term "rheumatoid 
arthritis" appears on page 14 of the specification, in the context described above. 
However, there is no suggestion therein that PF4AR is "upregulated" in any of the 
plurality of disease or disorders listed on page 14 of the instant specification. If fact, the 
terms "upregulate" and "upregulated" appear nowhere in the application as filed. 
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Applicant, therefore, has left it to the artisan to discover a specific role, if any, for a 
PF4AR protein of the instant invention in one or more of the plurality of diseases and 
disorders listed in paragraph 14 of the specification. A simple assertion that a 
polypeptide "modulates" or "plays a role in" "inflammation" in combination with a list of 
all of those inflammatory disorders known in the art does not constitute an assertion of a 
specific and substantial utility that would perniit one to use the claimed polypeptide in a 
practical application without the need for that substantial further inventive contribution 
that is needed to establish a nexus between either the presence or activity of that 
polypeptide and the presence or progression of a specific Inflammatory process or 
disorder. 

Claim Rejections - 35 USC §112 

6) Claims 20 to 25, 27, 29 and 30 stand rejected under 35 U.S.C. § 1 12, first 
paragraph, as failing to adequately teach how to use the Instant invention for those 
reasons given above with regard to the rejection of these claims under 35 U.S.C. § 101. 

Response to Arguments 

7) Applicant's arguments filed 05 October of 2007 have been fully considered 
but they are not persuasive for those reasons given above. 

Conclusion 

8) This Is a continuation of applicant's earlier Application No. 10/666,689. All 
claims are drawn to the same Invention claimed in the earlier application and could have 
been finally rejected on the grounds and art of record in the next Office action if they 
had been entered In the earlier application. Accordingly, THIS ACTION IS MADE 
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FINAL even though it is a first action in this case. See MPEP § 706.07(b). Applicant is 
reminded of the extension of time policy as set forth in 37 CFR 1 .1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no, however, event will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to John D. Dim whose telephone number is (571) 272- 
0880. The examiner can normally be reached on 9:00AM to 5:30PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christina Chan can be reached on (571) 272-0841. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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